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Targin is indicated for the relief of moderate to severe pain. The oxycodone component
is indicated for the relief of moderate to severe pain in adults who require continuous
around-the-clock opioid analgesia for several days or more. The opioid antagonist
naloxone is added to counteract opioid-induced constipation by blocking the action of
oxycodone at opioid receptors locally in the gut.
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4.2 Posology and method of administration

Method of administration

Treatment goals and discontinuation

Before initiating treatment with Targin®, a treatment strategy including treatment duration and treatment
goals, and a plan for end of the treatment, should be agreed together with the patient, in accordance with
pain management guidelines. During treatment, there should be frequent contact between the physician
and the patient to evaluate the need for continued treatment, consider discontinuation and to adjust
dosages if needed. When the patient no longer requires opioid therapy, it may be advisable to taper the
dose gradually to prevent symptoms of withdrawal. In absence of adequate pain control, the possibility of
hyperalgesia, tolerance and progression of underlying disease should be considered (see section 4.4).

Duration of use

Targin® should not be administered for longer than absolutely necessary. Heng-term-treatmentis
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4.4 Special warnings and precautions for use

Opioid Use Disorder (abuse and dependence)
Tolerance and physical and/or psychologlcal dependence may develop upon repeated administration of
opioids such as oxycodone . z

Repeated use of Targin® may Iead to Op|0|d Use Dlsorder (OUD). A hlgher dose and Ionger duratlon of
opioid treatment can increase the risk of developing OUD. Abuse or intentional misuse of Targin® may
result in overdose and/or death. The risk of developing OUD is increased in patients with a personal or a
family history (parents or siblings) of substance use disorders (including alcohol use disorder), in current
tobacco users or in patients with a personal history of other mental health disorders (e.g., major
depression, anxiety and personality disorders).

Before initiating treatment with Targin® and during the treatment, treatment goals and a discontinuation
plan should be agreed with the patient (see section 4.2). Before and during treatment the patient should
also be informed about the risks and signs of OUD. If these signs occur, patients should be advised to
contact their physician.

4.8 Undesirable effects

Undesirable effects in the treatment of pain

Nervous system disorders

Not known: Paraesthesia, sedation;sleep-aproeasyndrome{seeSection4-4)

Respiratory, thoracic and mediastinal disorders

Not known: Respiratory depression,

Central sleep apnoea syndrome (see section 4.4)

Drug dependence

Repeated use of Targin® can lead to drug dependence, even at therapeutic doses. The risk of

drug dependence may vary depending on patient’s individual risk factors, dosage and duration of opioid
treatment (see section 4.4).

4.9 Overdose

Symptoms of intoxication

Depending on the history of the patient, an overdose of Targin® may be manifested by symptoms that are
either triggered by oxycodone (opioid receptor agonist) or by naloxone (opioid receptor antagonist).

Symptoms of oxycodone overdose include miosis, respiratory depression, somnolence progressing to
stupor, hypotonia, bradycardia as well as hypotension. Toxic leukoencephalopathy has been observed with
oxycodone overdose. Coma, non-cardiogenic pulmonary oedema and circulatory failure may occur in more
severe cases and may lead to a fatal outcome.
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